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SUMMARY: The Food and Drug Admlmstratlon (FDA) is announcmg the ST

availability of a guidance for industry and clinical investigators entltled “The |

Use of Clinical Holds Following Chmcal Investlgator Mlsconduct ” Thls |
guidance provides information on F DA s use of its authonty to 1mpose a
clinical hold on a study if FDA flnds that a chnlcal 1nvest1gator Conductlng\
the study has committed serious v1olat10ns of our regulatlons pertammg to |
clinical trials involving human drug or blelogmal products or has submltted
false information to FDA or to the study S sponsor in any report The guldance
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is intended to inform interested persons of the c1rcumstances m Wthh we may
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impose a clinical hold following the dlscovery ofa chmcal 1nvest1gator s
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misconduct and the steps we might take to protect human sub)ects from ) -

investigator misconduct.
DATES: Submit written or electronic comments on agency guidances at any

time.
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ADDRESSES: Submit written requests for smg]e coples of the gu1dance to the B ’

Division of Drug Information (HFD—Z40) Center for Drug Evaluatlon and

Research, Food and Drug Admlmstratlon 5600 Fishers Lane Rockvﬂle MD
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one self-addressed adheswe label to aSSISt the offlce in processmg yom R

requests.

Submit written comments on the guidance to the DlVlSlOIl of Dockets - ’
Management (HFA-305), Food and Drug Admmlstratlon 5630 F 1shers“Lane A

rm. 1061, Rockville, MD 20852. Submit electronlc comments to http // ‘

www.fda.gov/dockets/ecomments. See the SUPPLEMENTARY INEOF

for electronic access to the gu1dance document ‘ I

FOR FURTHER INFORMATION CONTACT: Rachel Behrman, Center for Drug

Evaluation and Research (HFD—40) Food and Drug Admlmstratlon 5515 oo e

Security Lane, Rockville, MD 20852, 301-594-6758; or Patrlcla Holobaugh;l’“ SR T
Center for Biologics Evaluation and Research (HFM—-664) Food and Drug

6347.
SUPPLEMENTARY INFORMATION: ~ ~" " " 7~

1. Background

FDA is announcing the avai]abifiti of a gu‘i"\d‘éﬁééwac“)f*i‘ﬁai:{“s“fiﬁiyméfiﬁﬁpg inical
investigators entitled “The Use of Clinical Holds Followmg Chmcal
Investigator Misconduct.” The guidance prov1des mformatlon on one use of

our authority to impose a clinical hold on a study ora study site 1f FDA’fchs -

that human subjects are or would be exposed tg)/an unggqeppapl/e md™ T

significant risk of illness or injury. The guidance describes the circumstances

in which FDA may impose clinical hold based on credible evidence that a

clinical investigator conducting the sjtqdy '}’1\/93: Commltteds




products or has submitted false lnformatlon to us or to the study s spons r
in any required report. The gu1dance is mtended to mform 1nterested peraona o
of the circumstances in which we may 1mpose a chmcal hold followmg the |
discovery of a clinical 1nvest1gator s mlsconduct and the \steps’ we mlght take N

to protect human subjects from mvestrgator mtsconduct e

In the Federal Register of August 27, 2002 (67 FR 55025) FDA announced

the availability of a draft version of | the gutdance entttled “Th e of (
Holds Following Clinical Investlgator Mlsconduct ” The August 2002 guldance’ |
gave interested persons an opportunity to submit comments through N ovember B o

25, 2002. All comments received durlng the comment penod haveheen

carefully reviewed and, where appropnate 1ncorporated m the guldance As \\ o
a result of the public comments and editorial changes, the gurdance 1‘;3 clearer N . ; xi

than the draft version.

The guidance contains information collectlon prowsrons that are sub]ect o
to review by the Office of Management and Budget (OMB) under the Paperwork

Reduction Act of 1995 (44 U.S.C. 3501-3520). The collectlons of 1nforma’uon j 1 “ | ;

in the guidance were approved under OMB control number 0910—-0014

The guidance is being issued consrstent w1th FDA s good guldance g
practices regulation (21 CFR 10. 115) The guldance represents the agenCy s e

current thinking on the use of clinical holds to protect human sub]ectsr AR

following clinical investigator mlsconduct ina chnlca] tr1a1 of :

or biological product. It does not create or confer any rrghts for or on any B
person and does not operate to bind FDA or the pubhc An alternatlve 1
approach may be used if such approach satlsfles the requirements of the T

applicable statutes and regulations. As wrth other gurdance documents we do
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not mtend this document to be all- mcluswe and we cautlon that not all

information may be applicable to all situations. The document IS 1ntended td -
provide information and does not set forth requlrements. w o |

II. Comments o ” o :

Interested persons may submit to the DIVISIOD of Dockets Management (see
ADDRESSES) written or electronic comments on the gu1dance at any time. Two . .. ...
paper copies of mailed comments are to be submitted, except that 1nd1v1duals
may submit one paper copy. Comments are to be 1dent1fled w1th the docket |
number found in brackets in the headmg of this document. The guldance and
received comments may be seen in the Division of Dockets Management

between 9 a.m. and 4 p.m., Monday through Friday. (




. . M
1. Electronic Access . N o - . &
www.fda.gov/cber/guidelines.htm, http //WWW fda 80V/Cd€r/éuldance / ,,,,,, |
index.htm, or http://www.fda. gOV/OC/ng/guzdance htm] SR .
Dated: (?/L_}/Oy

Augusp 23/ 206@.

Jef%ay Shuf_/n, .
Assistant Commissioner for Policy. ‘ )
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